DIKANG HGO1 Non-contact infrared medical
thermometer specification
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HIGHLY SENSITIVE IMPORTED INFRARED SENSOR

- Collect a large amount of temperature measurement data every second, and
m ?‘ apply professional algorithms to process the data and to ensure
i accurate temperature measurement.
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Features summary
Quick & Accurate
Measuring less than 1 second
Product performance measurement error +-0.40°F
Non-contact

Forehead measurement, no contact with human skin, avoid

cross contamination

Medical Grade

FDA Registered class 2 Medical device

Medical Device registration number:20202070605
Medical Device manufacturer license number:20200041
High Sensitive Imported Infrared Sensor

Large LCD backlight Display with clear reading at night

Alarm Functions 3 color indication for different
temperature (Green,Yellow & Red) and sound alram for

abnormal temperature
Unit Conversion:Switch between Fahrenheit, and Celsius

Surface and Body temperature dual mode
32 Sets of data records



Packaging details

1 unit in the color case

100 cases per master case
Dimensions: 18.5 x 17.70 x13.1 inches
Weight: 0.30lbs each unit 30lbs per box
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Product Specifications
Model number:HGO1

Accuracy +-0.40°F

Output Voltage DC3V

Battery Used 2 X AAA Batteries
Size 100*46*160mm

Weight 100G (Excluding Batteries)
[P Grade P20

Measurement Range 89.6°F~109.2°F
Measurement Distance 1~2 inch

Working Temperature 50.0°F~104°F
Working Ambient Humidity RH<80% (Not under condensation)
Storage Temperature -5°F~55°F

Storage Ambient Humidity RH<83% (Not under condensation)



Product certifications

Fiscal Year 2020
CERTIFICATE OF FDA REGISTRATION

This certifies that:
HUNAN HONGGAO ELECTRONIC TECHNOLOGY CO., LTD
Block 5, Comprehensive Industrial Park, Tenghui Pioneer Park, Nanxian Economic
Development Zone Yiyang, Hunan, 431200, CHINA
has completed the FDA Establishment Registration and Device Listing with the US Food & Drug
Administration, through UCL-REG SERVICE INC.

Owner/Operator Number: 10064921
Product Code: Device Name:
PXH Thermometer kit

Medical infrared thermometer HGO1 HGO02. HGO3.
HGO04. HG05. HG06 HGBO1. HGB02. HGB03. HGB04 .
HGBO5. HGBO06 ===
UCL-REG SERVICE INC. will confirm that such registration remains effective andﬁmaﬁond
this certificate until the end of the calendar year stated above, unless said 1 ion is terminated after
issuance of this certificate. UCL-REG SERVICE INC. makes no other tations or warranties, does this
certificate make any representations or warranties to any person or eptity other than the named certifi; holder,
for whose sole benefit it is issued. This certificate does endorsement or approval of the
certificate-holder’s device or establishment by the U.S. Drug Administration. UCL-REG S, ICE INC.
assumes no liability to any person or e in connection with the foregoing.

Pursuant to 21 CFR 807.38, " Registration of a devicggestablishment or assignment of a regi: ion number does
not in any way denote approval of the esta or its products. Any representation an
impression of official approval because of tion or possession of a registration number imi ing and
constitutes misbranding.”

The U.S.Food and Drug ini does not issue a certificate of registration, nor does the U.S Food and
Drug Administration recognize a certificate of registration, UCL-REG SERVICE INC. is not with the U.S.
Food and Drug Administration.
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UCL-REGSERVICE INC.

= :M20710
602 ROCKWOOD RO, LMINGTON, I Date: 27 March 2020

/ Expiration Date: 31 December 2020




Class 2 Medical Device for General Hospital

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?lid=657221
&lpcd=PXH

AA @ accessdata.fda.gov s

an Services

Follow FDA |

UG

al Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary

(gistration & Device Listing

s @ Databases

New Search Back To Search Results

Proprietary Name:  Medical infrared thermometer HG01 HG02 HG03 HG04 HGO05 HGO6
HGB01 HGB02 HGB03 HGB04 HGB05 HGB06

Classification Name: THERMOMETER KIT
Product Code: PXH

Device Class: 2

Regulation Number: 880.2910

Medical Specialty:  General Hospital

Registered

Establishment HUNAN HONGGAO ELECTRONIC TECHNOLOGY CO., LTD
Name:

Registered

Establishment 3016637061

Number:

Owner/Operator: Hunan Honggao Electronic Technology Co., Lid

Owner/Operator
Number:

10064921

Establishment

; i Contract Manufacturer; Foreign Exporter; Manufacturer
Operations:



https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?lid=657221&amp;lpcd=PXH
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?lid=657221&amp;lpcd=PXH

Business License
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Medical device manufacturing license
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Medical products export permit

i NRAFNE
PEOPLE’S REPUBLIC OF CHINA

BS 77 B84 oA O 84 BRE A
CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

RS M5 UM 20200050 5
Certificate NO.: HNMPA 20200050

FERAEK: ERALNBEIT
Product (s): Medical infrared thermometer

BAER B HCO1, HGO2,HGO3
specification and type:

FRERRER
Registration
T < M‘ X




Meets CE Standards

/¥ PRECISE TESTING

"

CERTIFICATE OF CONFORMITY

No.: PTC20031202601E-EM01

Applicant :  Hunan Honggao Electronic Technology Co., Ltd

Address . Block 5, Comprehensive Industrial Park, Tenghui Pioneer Park,
Nanxian Economic Development Zone, Yiyang, Hunan Province

Manufacturer : Hunan Honggao Electronic Technology Co., Ltd

Address :  Block 5, Comprehensive Industrial Park, Tenghui Pioneer Park,
Nanxian Economic Development Zone, Yiyang, Hunan Province

Trade Mark ¢ N/A

Product *  Infrared Thermometer

Model 2 HGO01, HG02, HG03, HG04, HGO05, HG06, HGBO1, HGBO02,

HGBO03, HGB04, HGB0S, HGBO0S6, F101, F102, F103

The submitted sample of the above equipment has been tested and found to comply with the
following European Directive:

EMC Directive - 2014/30/EU
The standard(s) used for showing compliance with the essential requirements:

Applicable Standard(s) Test Report(s) Number

EN 55011:2016+A1:2017

EN 60601-1-2:2017 :
EN 61000.3.2:2014 PTC20031202601E-EMD1

EN 61000-3-3:2013 =
o

This certificate is part of the full test report(s) and should be reaﬁ conjunction with it. Fhis
certificate is based on an evaluation of one sample of aboys mentioned product. It doel not
imply assessment of the production of the product. With@dt the written approval of

Precise Testing & Certification (Guangdong) Co., Lig? this certificate is not permitted #o be
reproduced, except in full. It is not permitted to use the test lab's logo. The CE markéhg may
only be used if all the relevant and effectiveﬁropean Directives are applicable.

Jacky Ou
Manager V4

Date: March 16, 202y

Dongguan, Gual/gdong, China
Tel: 86 769 38808222 Web:www,pi&-testing.com

‘ Mail: inquiry@p‘l-mming.cnm ,
’ ‘tr

b= /
Q)‘ Precise Testing & Certification (Guangdong) Co., Ltd.
}% Building 1, No.6@Tongxin Road, DongchengStreet,
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CE Certificate
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CERTIFICATE OF CONFORMITY

No.: PTC20031202601S-LD01

Applicant :  Hunan Honggao Electronic Technology Co., Ltd

Address . Block 5, Comprehensive Industrial Park, Tenghui Pioneer Park,
Nanxian Economic Development Zone, Yiyang, Hunan Province

Manufacturer :  Hunan Honggao Electronic Technology Co., Ltd

Address :  Block 5, Comprehensive Industrial Park, Tenghui Pioneer Park,
Nanxian Economic Development Zone, Yiyang, Hunan Province

Product :  Infrared Thermometer

Trade Mark I NA

Model : HGO1, HG02, HG03, HGD4, HGO5, HGO6, HGB01, HGBOZ,

HGB03, HGB04, HGBO0S, HGBO0SG, F101, F102, F103
Power Rating :  Battery: DC 3.0V

The submitted sample of the above equipment has been tested and found to comply with the
following European Directive:

Low Voltage Directive - 2014/35/EU
The standard(s) used for showing compliance with the essential requirements:

Applicable Standard(s) Test Report(s) Number

EN 60601-1: 2006 + A11:2011 + A1:2013 +

A12:2014 PTC20031202601S-LD01

This certificate is part of the full test report(s) and should be read in conjunction with it. This
certificate is based on an evaluation of one sample of above mention . It does not
imply assessment of the production of the product.Without the en approv% Dongguan
Precise Testing Service Co.,Ltd, this certificate is not permitted to be reproduced, except in
full. It is not permitted to use the test lab's logo. The CE#fiarking may only be u7d if all the
relevant and effective European Directives are awble,

\CA

Jacky du o

Mana*;
Date: March 17, 2020
L]

o /
Q)‘ Precise Ta‘ng & Certification (Guangdonﬁo., Ltd.

}% Building 1, No.6, Tengxin Road, Dongcheng Street,
A # Dongguapy, Guangdong, China )

"-" Tel: B6 759 38808222 Web:wwe.ptc-testing.com
Mail: inquiry@ptc-testing.co




RoHS CERTIFICATE

5

&": ‘ Tel: 3’769 38808222 Web:www.p€-testing.com
Mail: quiry@plc-tasting.cog,
F )

««* PRECISE TESTING

CERTIFICATE OF CONFORMITY

No.: PTC20031202601C-CP01

Applicant : Hunan Honggao Electronic Technology Co., Ltd

Address . Block 5, Comprehensive Industrial Park, Tenghui Pioneer Park,
Nanxian Economic Development Zone, Yiyang, Hunan Province

Manufacturer ¢ Hunan Honggao Electronic Technology Co., Ltd

Address . Block 5, Comprehensive Industrial Park, Tenghui Pioneer Park,

Nanxian Economic Development Zone, Yiyang, Hunan Province
TradeMark |
ProductName ¢ Infrared thermometer
ModelNo. : HGO01, HGO02, HGO03, HG04, HGO5, HGD06. HGBO1, HGBO02,

HGB03, HGB04. HGB05, HGB06. F101 . F102, F103
Thesubmittedsampleoftheaboveequipmenthasbeentestedandfoundtocomplywiththe

followingEuropeanDirective:
RoHSDirective2011/65/EU&E'N0.2015/863
Thestandard(s)usedforshowingcompliancewiththeessentialrequirements:

Applicable Standard(s) Test Report(s) Number

IEC 62321-1:2013, IEC 62321-2:2013
IEC 62321-3-1:2013, IEC 62321-3-2:2013
IEC 62321-4:2013, IEC 62321-5:2013 PTC20031202601C-CP01
IEC 62321-6:2015, IEC 62321-7-1: 2015
IEC 62321-7-2: 2017, IEC 62321-8:2017

Thascertlﬁcatelspaﬂoﬂhefulltestrepoﬂ(s)andshouldbereadmcorﬁ:honmthrl Thb
certificateisbasedonanevaluationofonesampleofabovemepggionedproduct.ltdoesnot
implyassessmentoftheproductionoftheproduct. WithoutttféwrittenapprovalofPreci
Testing&Certification(Guangdong)Co.,Ltd. thiscertifi#ateisnotpermittedtoberepr
exceptinfull. Illsnoipermnttedlousethelestlab 'slogd”

Manager
Date:Mar.23,202
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Praciselsting & Certification (Guangdor:g}o.. Ltd.
Building®1, No.6, Tongxin Road, Dongchen Street,

Dongguan, Guangdong, China
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FC Compliance
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Tel: 86 769 38808222 Web:www.ptc-testing.com
Mail: tnqulr te-testing.com

/ 4 Precise Testing & Catiific (Guangdong) Co., Ltd.
}% I Building 1, No.6, Ton oad, Dongcheng Street,

PRECISE TESTING

SDoC’s Compliance Information Statement
No.: PTC20031812401E-FCO01

Applicant :  Hunan Honggao Electronic Technology Co., Ltd

Address :  Block 5, Comprehensive Industrial Park, Tenghui Pioneer Park,
Nanxian Economic Development Zone, Yiyang, Hunan Province

Manufacturer : Hunan Honggao Electronic Technology Co., Ltd

Address :  Block 5, Comprehensive Industrial Park, Tenghui Pioneer Park,

Nanxian Economic Development Zone, Yiyang, Hunan Province
Trade Mark : NA

Product *  Infrared Thermometer

Model No. : HGO01; HG02; HG03; HG04; HGO05; HG06; HGB01; HGB02; HGBO03;
HGB04; HGB05; HGBO06; F101; F102; F103

The submitted sample of the above equipment has been tested and found to comply with the
following requirement of 47 CFR of PART 15.

The assessment of compliance of the product with the requirements relating to FCC rules
was based on the following standards and procedure:

Applicable Standard(s) Test Report(s) Number

PTC20031812401E-FC01
— \
This verification is part of the full test report(s) and ghould be read in conjunction with it. This
verification is based on an evaluation of one sanie of above mentioned priduct. It does not
imply assessment of the production of th?duct. Without the written appfoval of
C

Precise Testing & Certification (Guangdo 0., Ltd. , this verification is not permitted to be
reproduced, except in full. It is not Vnitted to use the test lab’s logo. I

7’

S| C63.4:2014

Fﬁc Part 15, Subpart B

Dongguan, Guang s Chlna
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EN 60601-1: 2006

Medical electrical equipment
Part 1: General requirements for basic safety and essential performance

Report Reference No...................

Dateof 808 wn sl
Total number of pages.............c.cco.....

PTC20031202601S-LD01
March 17, 2020

106 gﬁk’ﬂ)ﬁ%/

Tested by Soap Hu
(name + Signature).......cumsueneanas - j
Approved by M ] W
(name + signature)..........coucseunannnn i Chris Du
esting CONY s aiininivin . Precise Testin ertification (Guangdong) Co., Ltd.
Testing Laborat Precise Testing & Certification (Guangdong) Co., Ltd
ADAress........oovriiiinininnennnn: BUIlING 1, No. 6, Tongxin Road, Dongcheng Street, Dongguan,
Guangdong, China.
Applicant'sname..........................  Hunan Honggao Electronic Technology Co., Ltd
AdAress..........ccooomiieisninnns. - Block 5, Comprehensive Industrial Park, Tenghui Pioneer Park,
Nanxian Economic Develognt 2006 Yiygg. Hunan Province
Test specification:
SHBNGBI . EN 60601-1: 2006 +R11:2011 + A1:2013 + Aff2:2014
Test procedure............cccccceviiecinnnien . IECRe
% /
Non-standard test methed............... y
Test Report FormNo. ................. . |EC60601_1P I
Test Report Form(s) On'ginyr s HLE(US)
Master TRF.......... ! 2019-10-11 l
—] . -
Test item deseniplion \ ¢ Infrared Thermometer = /
Trade Mark............ccccivresncsllunnnas : NA /
Manufacturer I Same as Applicant /
AdAresS.....ccceeerrcensisienreneennee,. 2@Me as Applicant
Model/Type reference....fl............. ¢ HGO1, HGO02, Heosym, HGO5, HG06, HGBO1, HGB02,
HGBO3, HGB%'-IGBOS, HGBO6, F101, F102, F103
Ratings I Battery} 3.0V

N




ISO 13485:2016 Certificate
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